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Overview of listed medicines registration in Australia
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Abstract: The listed medicine registration system and evidence requirements of Therapeutic Goods Administration (TGA) were
sorts out, and the regulatory model for complementary medicines in Australia, and analyses key information in the "guidelines on the
evidence required to support indications for listed complementary medicines" and "assessed listed medicines evidence guidelines".
TGA listed medicines and assessed listed medicines are simplified registration procedures, and are submitted based on the
"Permissible Ingredient List" and "Permissible Indication List". TGA divides the indications into three levels according to the degree
of risk, and the low-risk and intermediate-risk indications correspond to listed medicines and assessed listed medicines. For the
generic drug application L(A)1 of the assessed listed medicines, it may be considered to provide support for the imitation of the OTC
traditional Chinese medicine (TCM) with intermediate-risk indications. For the new drug application L(A)3 of the assessed listed
medicines, consider using this method to support the simplified application of new TCM with intermediate-risk indications. It is
particularly informative that the application path can provide support for TCM or ethnopharmaceuticals without specific indication.
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Table 1 Regulatory requirements for complementary drugs in three scenarios
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Table 2 Risk-based indication classification
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Table 3 Examples of non-specific indications (scientific or traditional) for listed medicines
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Table 4 Examples of specific indications (scientific or traditional) for listed medicines
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Table 5 Levels of evidence related to clinic
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Table 7 Permitted differences between proposed drugs and approved assessed listed medicines
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Table 8 Overview of application categories and efficacy requirements
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Table 9 Methods for determining the efficacy of assessed listed medicines
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Table 10 Evidence level of assessed listed medicines
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Table 11 Minimum evidence requirements for assessed listed medicines
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